
354 

21 CFR Ch. I (4–1–12 Edition) § 73.165 

the Food Chemicals Codex, 3d Ed. 
(1981), which is incorporated by ref-
erence. The availability of this incor-
poration by reference is given in para-
graph (a) of this section. 

(c) Uses and restrictions. Ferrous glu-
conate may be safely used in amounts 
consistent with good manufacturing 
practice for the coloring of ripe olives. 

(d) Labeling. The label of the color ad-
ditive shall conform to the require-
ments of § 70.25 of this chapter. 

(e) Exemption from certification. Cer-
tification of this color additive is not 
necessary for the protection of the pub-
lic health, and therefore batches there-
of are exempt from the certification re-
quirements of section 721(c) of the act. 

[42 FR 15643, Mar. 22, 1977, as amended at 47 
FR 946, Jan. 8, 1982; 49 FR 10089, Mar. 19, 1984] 

§ 73.165 Ferrous lactate. 

(a) Identity. The color additive fer-
rous lactate is the ferrous lactate de-
fined in § 184.1311 of this chapter. 

(b) Specifications. Ferrous lactate 
shall meet the specifications given in 
the Food Chemicals Codex, 4th ed. 
(1996), pp. 154 to 155, which is incor-
porated by reference in accordance 
with 5 U.S.C. 552(a) and 1 CFR part 51. 
Copies are available from the National 
Academy Press, 2101 Constitution Ave. 
NW., Washington, DC 20418, or may be 
examined at the Center for Food Safety 
and Applied Nutrition’s Library, 5100 
Paint Branch Pkwy., College Park, 
MD, or at the National Archives and 
Records Administration (NARA). For 
information on the availability of this 
material at NARA, call 202–741–6030, or 
go to: http://www.archives.gov/ 
federallregister/ 
codeloflfederallregulations/ 
ibrllocations.html. 

(c) Uses and restrictions. Ferrous lac-
tate may be safely used in amounts 
consistent with good manufacturing 
practice for the coloring of ripe olives. 

(d) Labeling. The label of the color ad-
ditive shall conform to the require-
ments of § 70.25 of this chapter. 

(e) Exemption from certification. Cer-
tification of this color additive is not 
necessary for the protection of the pub-
lic health, and therefore batches there-
of are exempt from the certification re-
quirements of section 721(c) of the Fed-

eral Food, Drug, and Cosmetic Act (the 
act). 

[61 FR 40319, Aug. 2, 1996, as amended at 66 
FR 66742, Dec. 27, 2001] 

§ 73.169 Grape color extract. 

(a) Identity. (1) The color additive 
grape color extract is an aqueous solu-
tion of anthocyanin grape pigments 
made from Concord grapes or a dehy-
drated water soluble powder prepared 
from the aqueous solution. The aque-
ous solution is prepared by extracting 
the pigments from precipitated lees 
produced during the storage of Concord 
grape juice. It contains the common 
components of grape juice, namely 
anthocyanins, tartrates, malates, sug-
ars, and minerals, etc., but not in the 
same proportion as found in grape 
juice. The dehydrated water soluble 
powder is prepared by spray drying the 
aqueous solution containing added 
malto-dextrin. 

(2) Color additive mixtures for food 
use made with grape color extract may 
contain only those diluents listed in 
this subpart as safe and suitable in 
color additive mixtures for coloring 
foods. 

(b) Specifications. Grape color extract 
shall conform to the following speci-
fications: Pesticide residues, not more 
than permitted in or on grapes by regu-
lations promulgated under section 408 
of the Federal Food, Drug, and Cos-
metic Act. Lead (as Pb), not more than 
10 parts per million. Arsenic (as As), 
not more than 1 part per million. 

(c) Uses and restrictions. Grape color 
extract may be safely used for the 
coloring of nonbeverage food, except 
that it may not be used to color foods 
for which standards of identity have 
been promulgated under section 401 of 
the act, unless the use of added color is 
authorized by such standards. 

(d) Labeling. The color additive and 
any mixtures prepared therefrom in-
tended solely or in part for coloring 
purposes shall bear, in addition to the 
other information required by the act, 
labeling in accordance with the provi-
sions of § 70.25 of this chapter. 

(e) Exemption from certification. Cer-
tification of this color additive is not 
necessary for the protection of the pub-
lic health, and therefore batches are 



355 

Food and Drug Administration, HHS § 73.185 

exempt from the certification require-
ments of section 721(c) of the Act. 

[46 FR 47532, Sept. 29, 1981] 

§ 73.170 Grape skin extract 
(enocianina). 

(a) Identity. (1) The color additive 
grape skin extract (enocianina) is a 
purplish-red liquid prepared by the 
aqueous extraction (steeping) of the 
fresh deseeded marc remaining after 
grapes have been pressed to produce 
grape juice or wine. It contains the 
common components of grape juice; 
namely, anthocyanins, tartaric acid, 
tannins, sugars, minerals, etc., but not 
in the same proportions as found in 
grape juice. During the steeping proc-
ess, sulphur dioxide is added and most 
of the extracted sugars are fermented 
to alcohol. The extract is concentrated 
by vacuum evaporation, during which 
practically all of the alcohol is re-
moved. A small amount of sulphur di-
oxide may be present. 

(2) Color additive mixtures for food 
use made with grape skin extract 
(enocianina) may contain only those 
diluents listed in this subpart as safe 
and suitable in color additive mixtures 
for coloring foods. 

(b) Specifications. Grape skin extract 
(enocianina) shall conform to the fol-
lowing specifications: 

Pesticide residues, not more than permitted 
in or on grapes by regulations promulgated 
under section 408 of the Federal Food, 
Drug, and Cosmetic Act. 

Lead (as Pb), not more than 10 parts per mil-
lion. 

Arsenic (as As), not more than 1 part per 
million. 

(c) Uses and restrictions. Grape skin 
extract (enocianina) may be safely 
used for the coloring of still and car-
bonated drinks and ades, beverage 
bases, and alcoholic beverages subject 
to the following restrictions: 

(1) It may not be used to color foods 
for which standards of identity have 
been promulgated under section 401 of 
the act unless artificial color is author-
ized by such standards. 

(2) Its use in alcoholic beverages 
shall be in accordance with the provi-
sions of parts 4 and 5, title 27 CFR. 

(d) Labeling requirements. The label of 
the color additive and any mixtures 
prepared therefrom intended solely or 

in part for coloring purposes shall con-
form to the requirements of § 70.25 of 
this chapter. The common or usual 
name of the color additive is ‘‘grape 
skin extract’’ followed, if desired, by 
‘‘(enocianina)’’. 

(e) Exemption from certification. Cer-
tification of this color additive is not 
necessary for the protection of the pub-
lic health, and therefore batches there-
of are exempt from the certification re-
quirements of section 721(c) of the act. 

§ 73.185 Haematococcus algae meal. 

(a) Identity. (1) The color additive 
haematococcus algae meal consists of 
the comminuted and dried cells of the 
alga Haematococcus pluvialis. 

(2) Haematococcus algae meal may 
be added to the fish feed only as a com-
ponent of a stabilized color additive 
mixture. Color additive mixtures for 
fish feed use made with haematococcus 
algae meal may contain only those 
diluents that are suitable and are list-
ed in this subpart as safe for use in 
color additive mixtures for coloring 
foods. 

(b) Specifications. Haematococcus 
algae meal shall conform to the fol-
lowing specifications and shall be free 
from impurities other than those 
named to the extent that such impuri-
ties may be avoided by good manufac-
turing practice: 

Physical state, solid. 
Lead, not more than 5 parts per million. 
Arsenic, not more than 2 parts per million. 
Mercury, not more than 1 part per million. 
Heavy metals (as Pb), not more than 10 parts 

per million. 
Astaxanthin, not less than 1.5 percent. 

(c) Uses and restrictions. 
Haematococcus algae meal may be 
safely used in the feed of salmonid fish 
in accordance with the following pre-
scribed conditions: 

(1) The color additive is used to en-
hance the pink to orange-red color of 
the flesh of salmonid fish. 

(2) The quantity of astaxanthin in 
finished feed, from haematococcus 
algae meal when used alone or in com-
bination with other astaxanthin color 
additive sources listed in this part 73, 
shall not exceed 80 milligrams per kilo-
gram (72 grams per ton) of finished 
feed. 
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